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IOMED

May 4, 2000

Dockets Managemam Branch
Food and Drug Agministration
of Health and Human Seqvices
Room 1-23
12420 Park Lawn Drive
Rockwilie, MD 20857

CeEn PETITION

The undersigned submits this petition under the Performance Standard for Blectrade Lead Wires and
Patient Cables (Code of Federal Regulalions, Chapter 21, Part 898) to request the Commissioner of
Food and Drugs 1o refrain from taking any form of administrative action.

A Action Requested

IOMED, Inc., an benalf of its customers, is seeking a vanance to the Perfarmance Stangard for
Electrode Lead Wires and Patieryt Cables for cortinued Lse and for replacemert lead wires for tires 1o

five years.
B. Statement of Grounds

IOMED Pharesar lantopharetic Dose Cantolier Models PMB00, PM700 and PMBQO, which are in dinic
use, are no longer manufactured. However, the lead wires used with these devices may not be
compliant with |EC 60601-1, subdausa 56.3 (c). The lead wire at the end remote from the patientis a
unique sShap design and no convener of adapter exists. In arder for the chinics 1o comply with the
s:andard,itwauxdmquiremedmicmmrdlasenewmodelstmtcanyalistpﬁcaafWSQadn. The
usual [fe span of a dase contralier is approximately 10 years, This standard may affect up to 7,000
devicas siill in use Ioday. IOMED discontinued the (amest modal affectsd by the standard, the PMBO0,

in March 1999.
C. Environmental impact
None.
D. Economic impact
N/A

E. Certification

The undersignad certifies, that, 10 e best knowiedge and befief of the undarsigned, this petition
indudes all information and views an which the petition relies, and it indudes representative data and
infarmation known 10 the petitianer which are unfavorable to the petition.

(14628

W. Tim Miler, Executive VP, Clinical Systems
IOMED, Inc.

3385 West 1820 South

Salt Lake City, Utah 84104

801-875-1191, axt 241
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SNAP_MOLOING 156 MEDICAL STUD CONNECTOR
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VIEW A VIEW B
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STUD_CORNECTOR TO RED PINGH GFF 200 [oo] 183
SDCKET CONNECTOR TO BLAGX PINGH CLP '
L3R TP
230 — -— - == 250
MES
1= SNAP WOLOING MUST WTHSTAND A PULL FORCE OF 20(ES WTHOUT LOOSING ELECTRICAL CONNECTION
2- SNAP NOLDING IS PALYURETHANE: COLOR: PMS
3~ AREA FOR VENDOR LOT NUMBER CODE
¢ TRSEL CONDUCTOR: 156 OHMS PER FOOT RESISTANGE: BREAK STRENGTH 20-21 fos M. -
5 ::E :En;s?, WTH A POLYURETRANE JACKET 080 DiA: COLOR PAS 477U
&- 3 - .
e S m(am(m) LONG &rmm‘aé% PVC TUBING TYPE Mit—1—8§31 OR EQUIVALENT.
8- PLATING OF FLECTRICAL CONTACTS ON PINGH CLPS: F
PLATE WTH .000050 THICK M SULFAMATE ({SPEC. QQ-N-290) X
NEXT PLATE WTH 000050 THICX GOLD § (SPEC. Mi~G-4S20e TYFE N}
5 USE SPRINGS WITH 25LB/IN RATING. X
10~ PNCR QLIPS MUST HAVE A MCTF [MEAN CYDLE TO FARLRE) OF 25,000
11— PINCH QUPS MUST MITHSTAND A PULL FORCE OF 10M> WTHOUT LOSING ELECTRICAL CONNECTIGN. A
»
B
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Iantophsresic is a painless procedure using a mild electrical current to deliver water soluble
ionized medications inro 1ntact skin resulling in predicmble, consisient drug delivery
The procedure can provide a dosage of 40mA-minuuss in as litde as 10 minutes. Jontophoresis

ideal for 2 variety of conditions that typically require hypodermic insertion.
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Lr00101.3

Co# 3

QPADEVO015 CPRANB

Work Ozrder No.
Descziption....
Stat - "W" Run Without "DV

Fi=Exit

Qty Per
2.00000
2.00000
1.00000
1.000400
1,00000
2.,00000
3.00000
2.00000
1.00000
1.0DQ0C
1.00000
1.00000
2.00000

323158
OPEN HEART PACK
Deleted

Component
32250-010
32290~011
32290=012
35-3445
3711315
395
3955NS
41-410
4800
5M3238V6
58TK1S
S310
6648F

F5=Ship Info

Pk 1

Label InqQuiry

Catalog Number

06:26:54 5/09/A0

SCV230HVDF
P/B - "P" Piggy RBack
P S

ster

Merhed Description 8 A
5 BLD,#10 STR SURG C-STL
S BLD,#11 STR SURG C~STL
5 BLD,#12 STR SURG c-STL
5 PONCH,VASC 4.5mm CLR 7"
5 BLD,#15 STR SURG Cc=5TL
3 CNCTR,Y 3/8%3/8x%3/8"
5 STPLR,SKIN 3ISW
S TRAY,3/4%X1&x20"
5 NPT,NZART SUPPORT
5 PoUCH,STRL VNT Smil
5 BAG,GLASSINE 2,75x3.75" FLAP
§ BLD,NDL 3mm CUT EDGE
5 DRAPE,YODOPHOR 23.5%35.37FOI +

Flpo=Print Fl2=Previous

Date: 5/3/ 0 Time: 07:27:24 AM
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LPOO101.3

QPADEV001S CFRANB

Wozk Order No.
Description. ..
Stat -~ W' Run Without "P"

stat pPart
01
01
0l
0l
01
01
a1
01
0l
01

Fa=Exit

Co# 3

323158

OPEN HEART PACK

Deleted

Qty Per Conmponent
1.00000 &650F
1.00000 6651F
2.00000 66970
2.00000 88-284513
2.00000 88-570564
1.00000 BB-571059
2.00000 8034870
1,00000 950-804B
2.0000D 9606-48
1.00000 9899

Label Inquiry

P5=3hip Infe

Pk #1

catalog Numbay

Stex

06:26:5&4 5/09/00

SCV230HVDY
®/B - "P" Piggy Baock
P S

Mathod Description B A

(FNUNUREURURURT R R

DRAPE, TODOPHOR 17.62x35,38F0
DRAPE, TODOPEOR 35.38x%33.38F0
TRC,9/32" 20' SUCT

T8G,Szm 1-8m SUCT N/C FNL/EN
CATHR,36Fr THOR 20" STR 6EVE
CATHR,32Fr THOR 20" R/A GEVE
YANKR BLB TIP WO/CNTRL VNT €
SPNG,STK FLAT 1.5% G2E  XRD
STCENT, 6"x4' 2PLY

SUCKEN, 13" INTRACARD RGD ANG

Fi10=Print Fl2=Pravious

Date: 5/9/ D Time: 07:27:28 AM
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cument Name: uncicled —

.200401.03 3 convertoxg/Custom Sgezile - Charlotte 7:36:58 5/oa/oo
{FADEVO0O03 Label Print - Iaquiry CSMPRE
iark Ordexr No. 350917
tascriprion. .- MAYFIELD OPEN HEART PACK caraleg Number SCV22MFEAG
ccar - "W" Run Without wp* Deleted /R - "PY Piggy Rack
Kic ocy Sver . P 8
Part Fer Compensnt Method Descriptioh B A

1 1.00000 AB152AN s C,RVY DTY

i 1.00000 AB38s 5 c,BEVY DTY 180.RAC/REINF

1 1.00000 A9446BN 5 APE,IG 73x85"

1 2.00000 CR092 § Ip,LIGAT 85 MD/LGC 6 EXTRA

1 2.00000 CST-30R S  AY,2%¢.75x3" ORGANIZER

1 1.00000 £1450CGNSB § ECTRODE,BLD 5,75% COATED

1 §.00000 FG71-2482 5 THR,22FY URBTH RED RER

b 1.00000 MES20 3 DO,STPLB. $20 SM s-1/8"

1 2.00000 MSM20 3 DO, STPILR #2320 SM g~-1/8" Ti

1 2.Q0000 MX4&31-1L 3 PCX, 3-WAY SNGL M kA S

- 3.00000 PCP4QC 3  BhGT,PTFE 1/16x3/16x3/8"50FT

1 2.00000 382009 B G,Sx7" amil

1 1.00000 P1WS § XR, SKIN vio

More. - .

Ti=ExitC Fs-Ship Infe FloePrint Fl2sReTurn

&mﬁ,{Mﬂ&

pate: §/8/ 0 Time: 07:37:39 AM
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Jocument Name: untitled

LB00401.03 3 Convertors/Custom Sterile - Charlette 7:36:58 5/09/00
QPADEV00Q3 Label Print - InQuiry CSMERB
Wozk Order No. 350917
Description.... MAVFIELD OFEN HEART PACK Cataleg Number SCV22MPBAG
Stat = "W’ Run Wichout "D" Daeleted P/B - "pPh Piggy Back
Kit Qry Stsr P S
Part Per Cemponent Methed Deacription B A
1 1.00000 W31G 3 X,BONB 2.5g
1 -05200 YR3051 3 PE,PAPER 2"x36yd LO-TACWHI
1 1.00000 00758 5 L,BLANK STD WHI
b 2.00000 0077 S L, PAPAVERINE STD BLXK/WHY
1 1,00000 Q1031 5 L,REPARIN STD RBRLK/WRI
i 3.0000Q 01078 5 L,SALINE STD BLK/WHT _
l 3.00000 0138 L1 L,REPARIN W/SALINE STD BK/WH
i 1.00000 03055 s L,LATEX ITEMS STD BLX/WHI
1 1.00000 Q402 S L, CARDIOPLEGIA STD BLK/WHI
1 1.00000 1000008 ) ? CINR,CTRY
1 1.00000 1211003010 3 CKER,13" INTRACARD RGD ANG
-1 2.00000 1260NSLG 5 L CNTR,60CT 2 MAG RED #S
1 4.00000 15204-00X 3 R,35ml -REG LUER
More. ..
F3=Exit PS=ship Info Fl0=Pzrinc Pl2sReturn

Ll 21

Date: 5/9/ 0 Time: 07:37:82 AM
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jocument Name: untitled

LPCD401.03 3 Convertors/Custom Sterile - Charlotte 7:36:58 5/09/00
QPAREV0003 Label Print - Inquiry CSMPRB
Work Order No. 350917
Description. ... MAYFIELD OPEN HEART PACK catalog Numbsr S§CV22aMFBAG
Sscac - "W" Run Wichouc DU Deleted P/B - "P* Piggy Back
Kit Qty ster P S
Part Paex Component Method Degcripcion B A

1 1.00000 2C5627 3 T,IV EXT 35" M WO/CIMP

1 1.00000 200433 s L,25G%1.25" RED AL HUE

1 1.00000 26350-810 S G,B8x10" 2mil

1 2.00000 30)036LP 5 r,60m1 LS W/SHLD

1 1.00000 301D43LF 5 R,10ml LS WO/SHLD

l 1.00000 3010Q87LF 5 R,3ml LS WO/SHLD

l 1.00000 303010 5 L,356x5/8" REG BLU PLAS HUB

1 1.00000 304134LF 3  R,CNTRL 10ml LL W/SHLD L/F

1 1.00000 31-1B27NS 3 L,18G 7cm PUNCT NO WINGS

1 &.00000 32290-610 5 D,#10 STR SURG C-STL

i 2.00000 32290-011 5 D,%#11 STR SURG C-STL

i 1.00000 232290-021 5 D,#21 STR SURG C-STL

1 2.00000 371115 § D,$#15 STR SURG C-STL

More. ..

F3sExit F5=Ship Info F10sPrint Fl2=Return

Pl +3

Dats: 5/9/ 0 Time: 07:37:45 AM
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LP00401.03
QPADEVDQO3

Werkx Order No.
Degecription. ... MAYFIE!D OPEN REART PACK
wirthout "D" Deleted

scat -
Kit
2arc

T Sl ok ol o

FisExiCU

YWY Run

3

Qty
Per
1.00000
1.00000
1.00000
1.00000
.60000
1.00000
3.00000
1.00000
1,00000
1.,00000
1.00000
2.00000

Convercora/Custom sterile - Chazlotte
Label Prinr - Inquiry

350917

Component
381123
381267
390-05el
4456
492020
SM332BVE
SSTK1S
54555
65-2017
79466
5034870
950-4278

P5~Ship Infe

Lk #a

7:36:58 5/08/00
CSMPRB

caraleg Numper SCV23MFBAG
p/B - "P* Piggy Back

Scer P B

Method Description

THR, 22Gx1" IV BLE

THR, 14Gx1.75" IV ORANGE .

AY,Sxaxl" BLUE QUARTR SHALLO

THR,20Gx1.25" IV MIL HE

THR,10Fr ROB RED 1E"FNLTPFR

UCH, STRL VNT 5mil

G,GLASSINE 3.75%3,75" FLAD

BLE,E' SURG EXT ALLIG CLIP

AY,MAYO 13x13"

APE,CV INCISE 80x108x126"

NKR,BLB TIP WO/CNTRL VNT CLR

¥G,PNT 3/8" FM HLDR XRD

B A

mmummmmmm\nmw

Bottom

F10=Print Fl2=Racurn

Date: 573/ 0 Time; 07:37:48 AM
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LPRO1OL.3

Cop 3

QPADEV0015 CPRANB

Work order NO.

Label Inquiry

3213508

Catalog Number

06:23:18 5/08/00

SAN21PCBRE

Pescription....  PACEMAKER PBDS PACK )
. gtat - "W" Run Without up» Deleved P/B - “"B" Pagqy Back
Ster PE

stat Part Qty Perx Component Method Descriptian Ba

01 1.00000 A294&20CN 5 DRAPt,CBESTIBB!AS 100X1223X%X717

0% 1.00000 A4024 5 ©SR,BIO-SHLD II

pl 1.00000 XA4467AN 3 SCRUB TRAY, SKIN PVP-I GEL

01 1.00000 A8184BN 5 BTC, UNFOLDED

01 2.00000 AB520BN s TWL,ABS WHI

0l 4.00000 ABS554DR 5 TWL,17%26" N-ABS ADH

0l 2.00000 AS041AN 5 GOWN, XL, STBX BRPTHBL IMP SLV

01 1.00000 BF5127 § NDL,25Gx1.5" REG BLU

0l 1.00000 CPI=9040LF 5 BANDBAG,26" DEEP CLR LTX/FRE

01 1.00000 CST-30R 5 TRAY, 2%4 . 75%9" CRGANIZER

ol 4.00000 PWTBO03~-RAD 5 ™L,17x27" CTTN FLF BLU RAD

01 1.00000 10390~010 s BAG,BEDSIDE PAPER

01 1.00000 130313 5 PNCL,CTRY RKR SWI HLSTR BLD +
FisExit F5=8hip Info Fi1o=Print Fl2=Previous

(ot of Pk #3

pate: $/9/ 0 Time; 07:233:32 AM
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iocument Name: uwntitled

LFP00O101.3 Co#f k] 1.abel Inguiry 06:23:18 5/08/00
QPADEVO015 CPRANB
Wwork Ordexr No. 323508 catalog Number SAN21PCBRE
Description..-. PACEMAKER PBDS FPACK .
stat -~ "W¥ Run Without wpr ‘peleted p/B - "P" Pigqy Back
ster P S

stat Part Qty Per Caomponent Method Descriptien B A

ol 1.90004Q 301042LF 5 SYR,10ml LL WO/SHLD

01 1,00000 301043LF S SYR,10ml LS WO/SHLD

01 1.00000 5M2024V6 5  POUCH,STRL VNT 5mil

0l 1.00000 5189 S N’DL,ZZGRI-S" HYPO SHRT BVL

01 1.00000 54558 5 CARLE,6' SURG EXT ALLIG CLIP

0l 1.00000 7148 5 SPNG, 4x4" 16PLY GZE BND XRD
F3=EXit Fs=snip Info FlD=Print Pl2=PrYevious

frd #3

Date: 5/9/ O Time: 07:23:35 aM
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“Allegiance

Affegiance Hesithcare Carporsaion
1600 weukagan Roat

MeGow Purk, llinals 600856787
842,478 1500

FRAX: 847,785.24617

May 24, 2000

Mr. Stewart Cumpler
Office of Compliance
US FDA

Rockville, Maryland

Re: Citizen Petition concerning compliance to the Electrode Lead Wire Standard

Dear Mr. Crumpler:

Pursnant 1o our telephane conversation this moming I would like to provide you with
the following additional information regarding our Citizen Petition dared May 8, 2000.

1.

The Petition identifies “Convenience Kits and Trays™ and “Procedure Modules™.
Convenience Kits and Trays are products coming ous of our Allegiance Custom
Sterile business. The Kits and Trays are comprised of various “components”, some
of which may be medical devices in and of themselves, selected by the Customer

. and arranged on & way by Allegiance. The assembled 1ray is then further processed,

i.e., sterilized by Allegiance rendering the entire ensemble sterile.

The Procedurs Modules are products coming our of aur Allegiance Procedure
Based Delivery System (PBDS) business. The Procedure Modules are comprised
once again of “components”, some of which may be medical devices, selected by
the Customer. In this instance the Modules, as an ensamble, are not further
processed, i.e., sterilized by Allegiance. They may, however, zontain sterile items
that were sterilized by their manufacturers and which are packaged in their oum
sterile packaging. The Procedure Modules may contain all of the stems thar 2
parient may need for 8 particylar hospital stay from bathrobe and slippers 10
complicared medical devices. For example, 2 Convenience Kit may be included in a
Procedure Module as 2 component.

The toral number of completed Kits and Trays and Madules presently at our
Facilities is appraximately 750. Of'this number approximately 650 are sterile Kits
and Trays. The remaining, approximarely 100, are Procedure Modules thay,
although completed, are non sterile. As explained, there may be some stesile
components in these completed Procedure Modules.



May=-26-00 16:54 From- T-671  P.03/17  F~487

Understanding, from our discussion, the fact that the requirement for resterilization may
be the justification for grannng the requested compliance variance, it may be
appropriate, as a rationale, to grant the vanance solely wo those products that would
require regverilization after the effected elecarnde, for example, is removed. Ifthis
scenario were adopred the 6§50 Kits and Trays comimg out of Allegiance Custom Sterile
would be exempred because all would require resterilization and possibly some of the
Allegiance PBDS Modules, those that may conrain an effected elecode in a sterile Kir,
would be under the vanance.

Please do not hesitate to contact me again, if further information is required.
We sincerely appreciate your assistance in this marter.
Respectfully,

W Q. Vhets
JoBeph A. Merts

Directar, Regularory Affairs



